Manufacturer

Manatee Community
Blood Center, Inc.

Marathon County Blood
Bank, Inc.

Marietta Memorial
Hospital

Marquette General
Hospital, Inc.

Marshalltown Medical &
Surgical Center

Mary Greeley Medical
Center

Massachusetts Public
Health Biologic
Laboratories

Maxwell Blood Bank,
The Children's
Memorial Hospital

Mayo Clinic Rochester

McDonough County
Hospital District

McKeesport Blood
Plasma, Inc.

CBER Submission Tracking Numbers (STN)
Manufacturers Beginning With “M, N and O”
July 18, 2000

License Product Name
Number

1084  [HUMAN BLOOD MULTIPLE PRODUCT BLA]

1093  [HUMAN BLOOD MULTIPLE PRODUCT BLA]

0270  [HUMAN BLOOD MULTIPLE PRODUCT BLA]

0891  [HUMAN BLOOD MULTIPLE PRODUCT BLA]

1107 [HUMAN BLOOD MULTIPLE PRODUCT BLA]

1126  [HUMAN BLOOD MULTIPLE PRODUCT BLA]

0064  Albumin (Human)
Cytomegalovirus Immune Globulin Intravenous (Human)
Diphtheria & Tetanus Toxoids Adsorbed
Immune Globulin (Human)
Respiratory Syncytial Virus Immune Globulin Intravenous (Human)
Tetanus Immune Globulin (Human)
Tetanus Toxoid Adsorbed
Tetanus and Diphtheria Toxoids Adsorbed For Adult Use

Varicella-Zoster Immune Globulin (Human)

0209 [HUMAN BLOOD MULTIPLE PRODUCT BLA]

1284  [HUMAN BLOOD MULTIPLE PRODUCT BLA]

1137 [HUMAN BLOOD MULTIPLE PRODUCT BLA]

1195  [HUMAN BLOOD MULTIPLE PRODUCT BLA]

STN

103027

103028

101805

102713

102952

102990

101312
103189
101320
101311
103526
101314
101309
101322

101315

101756

103958

103333

103605



MedImmune,Inc

Medeva Pharma
Limited

Medic, Inc.

Memorial Blood Centers
of Minnesota

Memorial Hospital

Merced County Blood
Bank

Merck & Co., Inc.

Michigan Community
Blood Centers

1252

1262

0688

0185

0883

0360

0002

0272

Palivizumab

Influenza Virus Vaccine

[HUMAN BLOOD MULTIPLE PRODUCT BLA]

[HUMAN BLOOD MULTIPLE PRODUCT BLA]

[HUMAN BLOOD MULTIPLE PRODUCT BLA]

[HUMAN BLOOD MULTIPLE PRODUCT BLA]

Antivenin (Latrodectus mactans)

Asparaginase

Haemophilus b Conjugate (Meningococcal Protein Conjugate) and Hepatitis B

(Recombinant) Vaccine

Haemophilus b Conjugate Vaccine (Meningococcal Protein Conjugate)

Hepatitis A Vaccine Inactivated

Hepatitis B Vaccine (Recombinant)
Measles Virus Vaccine Live

Measles and Mumps Virus Vaccine Live
Measles and Rubella Virus Vaccine Live
Measles, Mumps and Rubella Virus Vaccine Live
Mumps Virus Vaccine Live

Normal Horse Serum

Pneumococcal Vaccine, Polyvalent
Rubella Virus Vaccine Live

Rubella and Mumps Virus Vaccine Live

Varicella Virus Vaccine Live

[HUMAN BLOOD MULTIPLE PRODUCT BLA]

103770

103837

102404

101717

102678

101980

101062

101063

103623

103237

103606

101066

101068

101078

101070

101069

101072

101084

101094

101075

101074

103552

101807



Micro Typing Systems,
Inc.

Mid-Florida Biologicals,
Inc.

Mid-South Regional
Blood Center

Milwaukee Blood
Plasma, Inc.

Mississippi Blood
Services, Inc.

Mississippi Valley
Regional Blood Center

Murex Diagnostics, Inc.

Murray-Calloway
County Public Hospital
Corp.

Nabi

National Institutes of
Health Warren Grant
Magnuson Clinical
Center

1177

0491

0841

0600

0817

0366

1152

1065

1022

1167

Anti-A

Anti-A,B

Anti-B

Anti-C

Anti-D

Anti-E

Anti-Human Globulin
Anti-c

Anti-e

Blood Grouping Reagent Combination Kit

[HUMAN BLOOD MULTIPLE PRODUCT BLA]

[HUMAN BLOOD MULTIPLE PRODUCT BLA]

[HUMAN BLOOD MULTIPLE PRODUCT BLA]

[HUMAN BLOOD MULTIPLE PRODUCT BLA]

[HUMAN BLOOD MULTIPLE PRODUCT BLA]

Human Immunodeficiency Virus Type 1 (HIV-1/Latex Agglutination (LA)/Lysate
and Synthetic)

[HUMAN BLOOD MULTIPLE PRODUCT BLA]

Hepatitis B Immune Globulin (Human)

[HUMAN BLOOD MULTIPLE PRODUCT BLA]

[HUMAN BLOOD MULTIPLE PRODUCT BLA]

103635

103638

103636

103618

103491

103622

103461

103615

103621

103756

102251

102587

102327

102563

101988

103357

103041

103834

102900

103044



Nelco Laboratories, Inc.

New York Blood Center,
Inc.

North American
Vaccine, Inc.

Northern California
Community Blood Bank

Northern Illinois Blood
Bank, Inc.

Northwest Florida Blood
Center, Inc.

Novartis
Pharmaceuticals
Corporation

Novo Nordisk A/S
Nueces County Medical
Society Community

Blood Bank

Ogden Medical Center,
Inc.

0459

0465

1254

0230

0249

0665

1244

1261

0818

1047

Animal Allergens, Standardized Cat Hair

Insects (Whole Body), Mite Dermatophagoides farinae

Insects (Whole Body), Mite Dermatophagoides pteronyssinus

Pollens - Grasses, Bermuda Grass Cynodon dactylon

Pollens - Grasses, Bluegrass, Kentucky (June) Poa pratensis

Pollens - Grasses, Fescue, Meadow Festuca elatior

Pollens - Grasses, Orchard Grass Dactylis glomerata

Pollens - Grasses, Redtop Agrostis alba

Pollens - Grasses, Ryegrass, Perennial Lolium perenne

Pollens - Grasses, Sweet Vernal Grass Anthoxanthum odoratum
Pollens - Grasses, Timothy Phleum pratense

Pollens - Weeds and Garden Plants, Ragweed, Short Ambrosia artemisiifolia
Pollens - Weeds and Garden Plants, Ragweed, Short Ambrosia elatior

[NON-STANDARDIZED ALLERGENIC MULTIPLE PRODUCT BLA]

[HUMAN BLOOD MULTIPLE PRODUCT BLA]

Diphtheria & Tetanus Toxoids & Acellular Pertussis Vaccine Adsorbed

[HUMAN BLOOD MULTIPLE PRODUCT BLA]

[HUMAN BLOOD MULTIPLE PRODUCT BLA]

[HUMAN BLOOD MULTIPLE PRODUCT BLA]

Basiliximab

Coagulation Factor Vlla (Recombinant)

[HUMAN BLOOD MULTIPLE PRODUCT BLA]

[HUMAN BLOOD MULTIPLE PRODUCT BLA]

103384

102193

102194

102195

102196

102197

102198

102199

102200

102201

102202

102203

102204

102192

102209

103642

101767

101792

102383

103764

103665

102564

103040



Ohio Blood Plasma, Inc.

Oklahoma Blood
Institute

OMJ Pharmaceuticals,
Inc.

Organon Teknika B.V.

Organon Teknika
Corporation

Ortho Biologics LLC

Ortho Biotech Inc.

0484

0766

1196

1103

0956

1265

1157

[HUMAN BLOOD MULTIPLE PRODUCT BLA]

[HUMAN BLOOD MULTIPLE PRODUCT BLA]

Becaplermin

Antibody to Hepatitis B Surface Antigen Enzyme-Linked Immunosorbent Assay
(ELISA) (Antibody to HBsAg/Enzyme Immuno Assay (EIA)/Lysate)

Hepatitis B Virus Core Antigen (HBCAg/Enzyme Immuno Assay
(EIA)/Recombinant)

Human T-Lymphotropic Virus Types | & Il (HTLV-l and HTLV-Il/Latex
Agglutination (LA)/Recombinant)

Anti-Human Globulin

Anti-Human Globulin (Murine Monoclonal)

Anti-Human Globulin (Rabbit/Murine Monoclonal)

Antibody to Hepatitis B Surface Antigen (Antibody to HBsAg/Enzyme Immuno
Assay (EIA)/Recombinant)

Antibody to Hepatitis B Surface Antigen Enzyme-Linked Immunosorbent Assay
(ELISA) (Antibody to HBsAg/Enzyme Immuno Assay (EIA)/Lysate)

BCG Live
BCG Vaccine

Human Immunodeficiency Virus Type 1 (HIV-1/Enzyme Immuno Assay (EIA),
Oral/Lysate)

Human Immunodeficiency Virus Type 1 (HIV-1/Enzyme Immuno Assay (EIA),
Strips/Lysate)

Human Immunodeficiency Virus Type 1 (HIV-1/Enzyme Immuno Assay
(EIA)/Lysate)

Human T-Lymphotropic Virus Type | (HTLV-I/Enzyme Immuno Assay
(EIA)/Lysate)

Human T-Lymphotropic Virus Types | & Il (HTLV-I and HTLV-II/Enzyme Immuno
Assay (EIA)/Lysate)

Epoetin alfa

Muromonab-CD3

102244

102517

103691

103155

103399

103689

102817

103381

103382

102818

102820

102821

103050

103443

103222

102816

103320

103688

103839

103463



Ortho-Clinical
Diagnostics, Inc.

1236

Anti-A

Anti-A (Murine Monoclonal)

Anti-A and B (Murine Monoclonal); Anti-A,B (Murine Monoclonal)

Anti-A,B

Anti-B

Anti-B (Murine Monoclonal)

Anti-C

Anti-C (Human Monoclonal)(IgM)
Anti-CD

Anti-CDE

Anti-Cw

Anti-D

Anti-D (Monoclonal-Polyclonal Blend)
Anti-DE

Anti-E

Anti-E (Human Monoclonal)(IgM)
Anti-Fya

Anti-Fyb

Anti-Human Globulin

Anti-Human Globulin (Murine Monoclonal)
Anti-Human Globulin (Rabbit/Murine Monoclonal)
Anti-JKa (Monoclonal)

Anti-JKb (Monoclonal)

Anti-Jka

Anti-Jkb

Anti-K

Anti-Kpa

Anti-Kpb

Anti-Lea

103071

103088

103090

103073

103072

103089

103096

103105

103097

103099

103098

103100

103087

103101

103103

103108

103075

103076

103067

103066

103068

103106

103109

103077

103078

103080

103081

103082

103083



Our Lady of the Lake
Hospital, Inc.

0934

Anti-Lea (Murine Monoclonal)
Anti-Leb

Anti-Leb (Murine Monoclonal)
Anti-M

Anti-N

Anti-P1

Anti-PP1pk

Anti-S

Anti-Sc2

Anti-c

Anti-c (Human Monoclonal)
Anti-e

Anti-e (Human Monoclonal)(IgM)
Anti-k

Anti-s

Antibody To Hepatitis B Surface Antigen (Mouse Monoclonal) (Antibody to
HBsAg/Enzyme Immuno Assay (EIA)/Monoclonal)

Antibody to Hepatitis B Surface Antigen (Antibody to HBsAg/Enzyme Immuno
Assay (EIA)/Lysate)

Blood Group Substance

Hepatitis B Virus Core Antigen (HBcAg/Enzyme Immuno Assay
(EIA)/Recombinant)

Hepatitis C Virus Encoded Antigen (HCV Encoded Antigen/Enzyme Immuno
Assay (EIA), Version 2.0/Recombinant and Synthetic)

Hepatitis C Virus Encoded Antigen (HCV Encoded Antigen/Enzyme Immuno
Assay (EIA), Version 3.0/Recombinant and Synthetic)

Hepatitis C Virus Encoded Antigen (HCV Encoded Antigen/Enzyme Immuno
Assay (EIA)/Recombinant)

Reagent Red Blood Cells

Rho(D) Immune Globulin (Human)

[HUMAN BLOOD MULTIPLE PRODUCT BLA]

103110

103084

103111

103091

103092

103085

103086

103094

103074

103095

103104

103102

103107

103079

103093

103069

103070

103775

103062

103063

103065

103064

103778

103777

102763



